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May 3,2005 

Ms . Loretta Carey 
Food and Drug Administration 

Office of Nutritional Products, Labeling 
& Dietary Supplements (HFS-800) 
5 100 Paint Branch Parkway 
College Park, Maryland 20740 

Dear MS Carey: 

The purpose of this letter is to follow up on your recent conversation with T im 
Hammonds,  President and CEO of the Food Marketing Institute (FMI), regarding a joint 
citizens petition that was filed by FM1 and the National Grocers Association (N.G.A.) in 
the m id-1990’s regarding the application of the Food and Drug Administration’s (FDA’s) 
ingredient labeling regulations to in-store prepared take-out foods offered by retail 
grocers. (A copy of the petition is attached for your ready reference). To our knowledge 
the Food and Drug Administration (FDA) has never taken any action on our petition. 

Nonetheless, in early March 2005, Dr. Hammonds received a telephone call from 
an FDA official asking if the petition could be withdrawn because the Agency had not 
acted on it. The purpose of this letter is to clarify that although the petition has been 
withdrawn for the Agency’s administrative convenience, FM1 and N.G.A. are hereby 
preserving all of the issues and concerns expressed in the petition and explicitly reserve 
our right to re-file the petition in the future should the need arise. In that case, we would 
expect the Agency to refer to the original filing date to give our petition top priority 
moving forward. 

655 15” Street, N.W., Washington, DC 20005 
Phone: (202) 220-0614 - Fax: (202) 220-0873 
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We appreciate the opportunity to assist the Agency with its administrative 
priorities however we respectfully request that you reserve our rights on this issues. .’ 

Sincerely, 

Sr. Vice President & General Counsel 
National Grocers Association 

Deborah White 
Vice President 
Associate General Counsel, 
Regulatory Affairs 
Food Marketing Institute 

Enclosure 

655 15” Street, N.W., Washington, DC 20005 
Phone: (202) 220-0614 - Fax: (202) 220-0873 
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Petition th MOdi@ the hgredient 
Labdir@equirements Applicable to 
hStm=e J4epared Take-Out Foo& 
Offered by Retail Groclere I 
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Submitted by the 

Food Marketing Instituti 
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to sectiop 403(i) of w Federal Food, Drug, and Cosmetic Act (FD&C Act) (cod&d 

at 21 U.$.C. 6 3+3(i) (1982X 

The Food Marketing Institute (FINI) is a nonprofit association conducting progamcr 

in reseakh, edu&ion, industry relations and public affairrs on behalf of its 1,500 

members - f& retailen and wholesalers and their CUStOmers in the Uniti Statee 

and arqnd the world, F‘NlFa domestic member axnpauiee oparab appmxhmtdy 

19,000 @tail food stores with a axnbined annual adee vohme of $l@O billion - 

motethaahalfof~grocerg~~~intheUaitbdS~~.~~ntsfl 

membeqdaip is compobed of hrgb multi-etote chain8, mall tsgioood 6nM d 

iadepen#ent eupennarketi. Ite international member&p includea 260 member8 

from 6O~countiee. 

The National Grocers Association (NGA) is the national trade association 

represe@ting the retaiI and wholesale grocers who comprise the independent sector 

of the fqod distribution industry. OpeMing more than 50,000 storea, this industry 

segment accounts for nearly one-half of all food store sales in the United Statea. 

l 
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Petitionim, breby respectfully requeit “t FDA amend iti ingredient I. ,, 
l&ling,reg6Iatio~ by addirrg a6 new kc$od under 9101 of Title 21 ofthebdt 

of Fedeb Regulations. The nek section would yempt fti prepared lldd 

pichg+ at retail etme from the complete ingredient labeling requiremehti 

spedfi$ in 21C.F.R. $(5 130.3 and 1OlA h&ion 130.3(e) etatee: I 

, 

Section 4036) of the act req,uW the lWng of 8ll ingrediat# in 
&andardizedNfoods. All iingtedienta must be IMed @ acmdanm with 
the req*ementa of part 101 of this chapter, except that where a 

optional ingredienta, optional hgrediente mgy be dectami in 
accordance with those provieioml. 

8, . 4 

21 C.F.R. 5 130.3(e). Section 101.4 staba in part: 

Ingredient8 required to be decfared on the lakl or &ibeling of a food.. 
. shall be listed by ynmon or usual name in demnding order of 
predominance by weight. . l 

21 C.F.k 0 101.4(a)(l). Aa a result, foo& mbject to the requirementi quirt ’ . 
lengthy~on-label ingredient statements. 

Petitioners requeet that Section 101.4 be amended fo provide au 

foUowl9: : 

Foods prepared by supermarketa, grocera and other retailem mid in 
ready-beat form on-pm&e are not mquired to list alI ingredienb in 
a tidardized food, and all ingredienti need not be declared by their 
common or usual name, provided the ingredients are adequately 
described by the alternative nomenclature cxxwnon for these foals, or 
the ingredient information ia otherwise available t4 conaumerv at 
point-of-purcha8e. 

. 
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Prior to enactment of the NLEA, section 403(i) of the FD&C ht 

, mquired that a fd label bear the common or usual name of each hgmdient tbr 
1 

staadardized foe&. FIX&C Act 6 W(i). The NLEA requirea, in part, that rfl 

stan~zed foc& &,r complete ingredient labeling of all mandstory md optional 

iagrediebts. S&n 7 ofthe NLEA [2l U.S.C. 8 343(i)]. FDA adopted 

~~~po&ing, implementing regulations & 21 C.F.R. 130.3(e). Thb 

rquiretikbt wes into effect on May 8,1999; As a teeuit, the kg=dient labeling 

requireqenta -cable to foods prepared and sold by eupemarke~ requin a @t 

deal more info-a on the ia-etmt~ MWL ~bie subatantialJy hindere the ability 

Of Supe~arkets ta provide th8a8 prepared itime and reeuh in hhb mt 211, 
~mkI730nae au2 & not seme the co~wner’e informational needa. Given the 

manner in rhide d-&m prepued takeat foode are made a& maheW& mter 

fletibilitsy ;in bcrr FDA regulates t&e ingredient kbek# of thw f& ir nv. 

T%ac 33&C Ad provides for relief fo parties that woJd be advertsly 

affcxkd hy a pacmhr lat>elhg requirement. Section 343 of the FDbC Act 

Provides @a~ tke sectew may establish by regulation an exemption ftom a 

P~CU& bbe!i~ requirement to the extent that compliance with the requirement 
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ie “impvcable,. or rem&u in deception or u&air competition.” 81 U.S.C. 9 34iW. 
The ‘sppikation of complete ingredient labeling to in4tms prepared tahout foob 

Mle r&qrely within &we groud. I 

The necewity for Petitionem’ requested mguktozy mbf iA fwult bf 

tk& role &pumstkeu play in meeting the diverse n@ ofth4 typical Amedon I . 1 

comm4.g The food retdhg idutry playe a epdal de in the budnem 
apmxnmi~. Supemnarketa m every family in America e&y we& They are the * I 

0 I’ p- @oint where the cmmmer ax+cta the food indwtry. hn a result, tbi, 

pWCh@g ageate for their custmnem -- America’s consumera 
h t+e purchasing agent for the nation’8 conswnere, supemarket 

operator4 fe a never~nding challenge of meeting consumer needs. Mae&g these 

needs is +damentd to a succeesftl fd,re* operation. Xn recent year& 

. 

B! .vr needs ami &man& have led to a tremendous growth in the 

take-out &stmran~deWbakery food aenhce segment of the indusbp. 
SupemafteQ hsve rwpoaded to t&s chdenge by offering customers a wUa 
vari@ ofhuIy4wat, prepared foods. The inwcesa oft&e indu8tzy’rr eff& in thi6 
new area hrea the tmmendtma comumer demand for prepared, convenient 

foode aMbbb at the mpebarket 
s Inbetry remarch reveals that takeout food ofhed by the reteil 

grocer ia a t to commwm for several critical reams: it gives them an entire 

me& ~41 pkprd and ready at once; is more relaxing than eating out in a 
rest=ranf; SIX~ provides them the opportunity to eat food they do not know how to 

m&3 ~eqssi.bs or is too hard to make. Contemporary lifestyles with more wet- 

oriented, ULT Fople, meaM that this growth &end will amtinue fir the 

foreseeabk -e. 
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prducty deaigmd to meet iadividual conmmer ta&8. The masm ofimpmmrketa - ~... 
+ &rr iq dependent upon &eir ability to pro&e c&&&xx, qualie, wuicty ’ : I 
4 val*e con8umerb ha* come to readily a8qciate with in-etme prepared takeout ,’ 

,! 

‘I 

IIL 
, 

It ia @m&able for the retail gromr to provide complete ingredient 

labeling.: Ingredient labeling of imstore prepared take-out fooda presenta m 

0peratiqa.l nightmare. Retailem would be forced to abandon many &oda and 

8-d-e those rei~aining item in order to provide complete ingredient )ab&g, 

If compI~te ingredient labeling ie required, the in-store prepared fo& merketed 

and sol4 by supermarketa would be signi6umtly reata%ed. 

1. Racticabilitp of Iawing nrleo a primmy goal 
Eneuribg that the mandatiq nutrition labeling-d related lat~liag 

mp&&enb are pmotital and achievable wm an important aotideratioa in the 

ermctmernt and implementation of the NLEA. Qa July 30,1990, Gngmamn 

u Supe$ndet Bz&mw, (April 1993) page 37. 

Y Supe(market Business, (Febnmy 1994) page 83. 
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Hexu$Wadnan (D-Ca) at&d: Where fulJ labeling would be impractiml, the bill 

providea for an exemption or requitea that the tiorination be pmvidd ia modiki , 
form .“: ; 136 tong. Rec. H6836 (daily ea. July 30,199o) watement of Rep. Henq 

, 
4 ,Wax+. In the preamble to the NLE% implementing qulatioae, FDA uphim 

I that t$ agency %dieve~ that where these problenicr are present, food wmia 

f8cili& imy not rea8oIlably be eqMte!d to provide infbynation concerning 

1 , ’ nutrient pm&q and that exemptive provieions ihould be etibliehed. Su& ’ ’ ! 

In three inetaecee where Congrem anticipated that the NLEA 

~~kme~ would prove unworkable or unduly burdensome, epecial allowancea 

were pmp5&d for by &tub. Several of these instances involve foods that am 
prep- S& m id &J a-era in a manner dmihr to the in-efom, PrOpared td* 

out fooQ. &&& by mm. For example, restaurant and other tbode offered fk 

sale for, Mate ~4~~umption (on or off-pmmises) are eXpm3aly exempt from ti 

s- 403 CS) (A) Subparagrapha (11, (21, (3) and (4) ahaU not apply to fd 
wh m  atmcd ill ~~~~ or other e8tablj8hment8 iu whichfd ill aemd 
for icmadia hm amsumption or whichis cold fbr eale ar u18 in ml& 

r.. 

(ii) which is ptocmeed md prepared primarily in a retail . merit, which is ready for human amumption, which L the 
@pi demibed in subclause W , and which ia offered for sale to 
axmumera but not for immediate human cmmrnption in such 
establishment and which is not offered for sale outaide such 
esc&Iishment. 

FDA’s i; +~~ting m les specif%dly exempt the in-store deli, bakery and 

similar :-==G==+~, 
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.’ ?hua, CO&~ and FDA have wi&( acknorvlcdged the nwem ity for ’ I ’ 
an eremptiop born aaand&y nut&@  labeling duk to the unique aircw~~tan~ 

present+d bi prepared food6 off+ for ado by r&tau&ts and o&e/food eer6cs 
1: t 

o~ratxi~ Complete hgrdient labeling of in-8th prep& takwut foode poboa , ’ , 

sim ilari~culties. The&fore, the agency should adopt a comparable regulatmy ; 
poliq eth respect fo the ingredient lab#ing of prepared foods sold byia&xe, 

mpekket operatots. , I 
’ , I 

. 

Retail grocers provide conaumem with a wide range of prepared fooda 

to satisf) demand for variety, innovation, and quality. Then item  typically 

include;. sandwiches, salads and side dishes, hot entrees, cakes, ax&es and Mar 

items. - ingredients of these krioua fti change Erequently, typi&ly in 

~Spona# to a consumer’8 individual preferenoe (e.g,, in prep- a sandwich) or in 

order 9 aQler variee (e.g., soup or quiche of&e day). Variations and eubtitutio~ 

of ingre#iurts to meet individual com nmer requesb are com m on, inevitable and 

M id to the euca388 of an in-etore prepared t&Hut food operation. * 

Imgwing the impmicthble n3quirementa of ample& ingdient 

1hli.q din-store prepared tale-out f& would severely hinder a retail groc+e 

abtitJr QO meet the consumer demand for these fti, to the detient of cxmsumm 

and sugwnnarket opefatorrr alike. A  primary ConseQuence of complete ingredient 

labelk@  in a reduction in consumer choice. Retailers have already indhted that 

thy wq Se for-d to reduce the number of products they’prepaw in-store in order 

to bet- .zarnplF with the applicable regulations. For the remaining items that are 

Sb:ZT S00Z-60-klt3W 
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ability b attract and ma&& loyal etmnera, w,quld all but diuappe~. , 
’ \ 1 

I’ j] Complete labeling of etaadardimd and other ingredie& would be a 
# trernen+y problan for the industry in terns of opktion and tout. It b 

opemti&ally impmticable for ret&m to create and maintain a aepamti label for 

1, l ’ each of pe myriad cmbinationa of ingredienti umd on any given day in the 

breparation of the vast varie@ of foodrr’offered by retailers. Moreover, it would be 

diBhl$ for the stare ass&ate to place the comet label on each and every one of 

these iqdividually prepared items. 

It priouid be cost prohibitive and, therefore, impractical, to provide 

complep ingredient labeling of in-&me prepared take-out fooda, Diffhnt ~&II 

for the variety of-at combinationa used in Merent f& would IUW~ b by 

manufartured. Them i8 no way to eetiimate the actual oost of pninting the80 new 

labels fir the several hundred thouemd tires. The ax& would be enomoua, and 

would f+rce many retailera to eliminate or sharply custail tlm preparation of in- 

store p+pred takeout fti. 

According to Trends -- Consumer Attitude and th,e Supemarket, 

rntiy factors antinue to tiuence consumers’ food shopping and selection habita 

today. CJonaumers like the idea that take-out food requires no cooking, saves time, 

and reqtires very little clean-up. Buyers use take-out food when they are too tired 

to cook,‘when they come home late, when they are too busy fa wok, and when they 

are in a0 hurry. 
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I ’ 

purchases in-store pmpar& take=out food item , FM I nad NGA can ‘demonstrate 

*ai iy 9 likAy &at con& iqjredient labeling ‘W ill prove confueing’to oo&en4. -’ 
lbm#e a libel fm i typical mbmariae mndwi& for examplei t I I : I I 

! I 
1 PriorbMay8,199% 0 

1ngredieats: sub bun, turkey bologna, turkey aalam i, Iowa braad laaf, 
paatedrizd wocceawd chmae, mayonnaiee, &jon inuatard, lettuq. 8 

, , ’ 
‘I 

Ingredienta: White cub bun [enriched flbur (unbleached wheat ‘I 
flour, qalted barley floor, iron, niacin tbiam in m?nonitnte, and Rilntlaviql, water, ,’ ’ I 
glucose, vegetable el+ening (partially hydrogenated coy bean a&or cott~~4 , 
oil), yea&, m ilk, ealt, wheat gluten, dough (flour, monocalcium  phosphate, calcium  
carbonate, vegetable mono and diglyceridu, ascorbic acid, fungal~protqie, 
potasshn bromate, potaseium  Mate)& tukey bologna [turkey, water, I&, 
dextrom , oom  syrup ~lids, mwtanl, aodium  phosphate, flavow, sodium  
erythorbate, spicea, smoke flavoring, paprika, eodium  nitrate], turkey 8al8m i 
[turke); turkey hearts, water, ealt, dextrose, mustard, sodium  phosphate, spicea, 
hydrolped soy protein, debydratad garlic, natural make flavoring, eodium  
erythorbate, and wdium .nitriteJ, Iowa bfand loaf [pork, water, ealt, sugar, 8odium  
eqthorbate, and rodium ’nitrab], pa&au&ad # Americazi cheese 
[Amerbn chee8e (milk, ealt, cheese culturea, enqku), water, crwm , aodium  
citrate&t, dium  pboephafe, and sorbic acid added aa a preaemativeJ, sub uluce 
fmayonnrilu (soybean oil, egg yolka, water *sgar, we salt, mwWm& flow 
cider d&or, lemon juice and arlcium  diaodium  EDTA (added to pt’obcL flavor), 
Dijon qu8tad (water, mu8tard 84, dWlled vinegar, 8& whit4 wine, citric add, 
tartari%  add and #c&J, letttlos. 
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thaw in: coMlagQe& puichasing &&iol)& I 
The nomendature presently used ConJeye the ingredient8 of in-store , , 

oa-label mt atement exist that would enable commers to obtain 

WmWt mti0n. hf0~ti0n about a food’s ingredieats that is not 

ma b a particular amumer fhm the label amId be easily obtained km ’ . 
#fore m zu othemmano. Thus, the manner ia which in-8tQr9 prepnr8d taL;e- 

Out foade b m for de to amsumem enables - indeed demand that - FDA to 

adopt a W rgproa~h to the merit lat,eu regdation of thetee fo&. 

-3eiti0ners believe that amnunem ahoold he acceee fo adequate 

labed ~infonnation in a manner amsi8tent with c0nmner qmctatiorm 

lb rquesz& mhnt to FDA’S kgredient labding requirementa would be& 

acbkve & -it ~bife pvidiag critical flexibility not permitted by the 
regulation+ 

FDA Should Regulate Prepared Fomis in m Cowiateat 
Manaer to Ensure That FederaI Reguiation Does Not 
Unfairly Impede a Segment of the Take-Out Prepared 
Fooda Market 



I I FDA has consistently and wisely determ ined that it would k 

imprackicable and inappropripb to r&ire ingredient labeling of prep& W  
,mr.red$r m le by reamsanta and cumpamb~e food m rvice opera-. FW aample, 

in l~~‘FDAdenidapetitionrubm it(al~theCentsrCorSdencsfntbrPllbljG ’ 

Interest that would have requimd restaurant to comply with the agea& 

’ ipgredibnt labeling protiiom . Spe Iettir fhn John A#. Taylor, Acting &O&U 

Commissioner for Regulatory AfUrs, hod and i)rug Admirristrptoa, to Ww F . 

Jacob&n, Center fbr Science in the Public Inter& (September 6,1986). 

: ’ In qmments eubm itted to FDA in response to ite November, 1998 

ingredi@  labeling proposals, com m emters stated that it would be iqo&ble h 

reataurante to provide ingredient labeling because it would: (1) hinder W&K on new 

fo~ula~one; (2) require a etandardized menu; (3) lim it menu item ; and (4) 

escaIate!pricm . FDA agreed, noting in the preamble ti tJm  new ingmdbt IaM ing 

n&S: 738 ageOCg C8nUOt E4!UBOdy erpect -UlX#lts that bqUdyCh8ll@ 

their menu items to provide inlbrmatioa on ingredienta.’ 66 F’ed. Reg. 2872. Each 

time FDA baa m m idered the feardbirity and whdom  of compleb ingmdiw label& 

o&pat& toad item , itI& amduded &at such mqubmenta would be I ! 

2. Supermarkeb w ill be fod to abandon or curtail 
succegefd marketing of in-sbre prepared foode due 
to ingredient labeling males not applied b 
comparable fd 

The unfair competitive consequence8 that will result fkom  requiring 

complete:ingredient labeling of in-store prepared ibods by supermarkets i8 an 

addition& reason for FDA w modify ita current ingredient labeling regulation. The 
- ll- 
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Such *uir&aentr w&l fdrce the st4ndarclizatioa of abcb ho& tbedy tmkly ’ 

OpdeV the m&nwlwt8’ ability ta attmt cofwxma Theecon0mic~ I,,’ I 
co- of mh a iemdt would W be e,normoua. t i I * Takeout prepared foods a+tmtct conmmerdollam by offbring 

amvenhxe, value, qjmlity and ‘variety. Imremihgly, in-mm pnpamd f@ have 4 
met t.l$ challenge, in addition to take-out k offem by ttaditiohal m&manta 

compleh ingmiient labeling requirements not suited or necmmry for the 

prepared foods readers application of the ingredih rulea impmper and uufhir. i 
Food retailenr have cwunitted substantial resourma to develom fd 

service ,qSpartrnentu, including in&me delis, bakeries, and food courb. The recent 
growth~~ the sale of in-are p&wed take-out foods ia directIy attributable to 

cons w demamd and to a,ampetitive marketplace. Thie tnmd is likely fa 

continue. Presume; db#t IS percent of ths dollars that Americma spend on food 

is for take-out. Food retailer8 are attempting to eaG8fy the nmda of the cwtmem 
for oonWmce, f&t m&m, and variety. ‘ha-thhia of&e dolbm that mmumm 

qend oe tab-out food t epmt in reaauranb. Abut me&hd (36%) of the dobra 
is spentiat tetail hd storee. y In many casea today, it i, impossible to dMagG& 
betweeq a reatamrant and a grocery stwe in this respk I * 

a Shop&g a Zc Cart, page 25. 
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I 5 , ‘Although a nqjotity qf tie-out meal0 p eaten at ho-, 18 percent of 

all talce+ut meal8 art coa8umd at the phce of employment. Prepared Ibo6 that _ 
OO~~II#NS toll eat at home oq at work’with minimal cooking am an i&ortuat t&l 

’ : 
p the +il grocer’8 mutant bdtlta to atbract md Main cu8tomerr. ;:’ ’ 

, Supemarkets couqwta on mauy leveb and have to offer a varieb of 

in-*&qmred tab-out products that am appeal@ and prohble. 

( I ’ ~ereh~tioa within the take&me eegmeat of the indusky, whether a tsrtrurant 

dr grocery Mailer, pat38 a difhlt chailenm. For a 
sigmatut% item, ifexecutad well, can make a 8ub8tantid image imp& with > ’ 
con8wnk. Retailers have learned that the factor that dist@pirh’theit 

depart+nb fkoph other contdmtea to custumer aatidction and btbg cuatmec 

relatioqbips. Limiting and cltmdardking product lines would caude a r&U 

operatio& to he ita basic &am&r and appeal. ft is unfair and unreamnabk~ to 

impose a ‘regulatory burdea on food retailem who prepare and market f& in a 
manner +enticd to fide prepared and sold by other food L)cIpiae qemtm tit me 

exempt abmplete jngre&ent label& requknenb. 

C.F.R. 25.+l(aXll). 

‘, B. : Economic Impact 

..U economic impact statement under 21 C.F.R 6 10.30(b) ie not 
required ziz -a tie, 
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t ,~in-OW8 pmpared take-out food t t?4’iJigdicant azul growing market for , .I , 

mper$arketa. ,D&hia and chahghg ~I~BUWS lifeetyh~ point to the : 

cantin* growth of the oger&ione for 43upennarket@. It i8, thsefore, important 
that re#ailem not be m&ject,b ingredient lab&g Aquir@mentb t+ are I 1 ‘4 
imprwticable, result in unfidr wmpe&ition, and will not be of any bene6t to I . * 

Congrem and FDA clearly have acknowledged the unique 

char~tica of hatore prepared t&?-out foods. Petitioaws, therefw, seek 

pubtica$on and adoption of regulations providing for mod&d ingredient labeling 

of fw procewed & packaged at retail rt0rea. 

The undersigned c&i@ that, to the best’of their kaowtedgc, ti 

petitiotiinchdee all Mo~tion and views on which the petition relies, and that it 

inclu~ represrentativd &a and inhnation hewn to the ptifioner wbi& are 

uafavozyable to the petition. 

Tim Hnmmondg, Reeident & CEO 

National Groceta Mation 

2 
Resident b CEO 
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